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ROUTING AND TRANSMITTAL SLIP 11/04/15

YO (Name, office syrmbol room nurmber., initials Dale
buicing, AgencyPoat)

Rachel Matney/Anna Hassan, 10AA
2. Tia Groves/Robin Clarke. 10AA
Elizabeth Blackburn, Chief of Staff {CoSYDale Perry, Deputy, Co8, ICAA

Jennifer Orme-Zavaleta, Principal Depuly Assistant Admin. for Science
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REMARKS
S170 REVIEW & SIGNATURE NEEDED

2018 - ORD - CCTE- 5170 - First Anrugl Conference on New Approach Mathods {NAMS) Allernatives to Animal
Testing, December 17, 2019, EPA HQs, Washington, DC,

Total astimated cost » $88,000

- Traval for % EPA altendees, estimate 38,000

- Travel for 4 EPA Non-ERA attendeesispeaksrs, estimate $8.000
- Conference support contragt, estimate 350,000

-~ Gonference refreshments, estimate $4.000

POC: Monica Linnenbrink, 919.541. 1832

DO NOT use this form as % REQORD of approvals, concurrences, disposals,
clearances, and sinlar aclions
FROM. {Name, org. sembol, AgennyPost Room No. ~ ﬁf% 50
: ]
Lisa Tyohean /s/ ORIVORMPBOAD

Phone No. o
{202} Shq- 2002
OPTIONAL FORM 41 (Pev 1.54)
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United States
ENVIRONMENTAL PROTECTION AGENCY
Washington, DL 20480
Conference-Related Activities Spending Request

anishio: RO {(in coordination with QCSPR) CCTE

Office;

Contast:

Phuane Number:

Lonference Details -

Namie of Event: First Annual Cmﬁﬁemhca on New Approach Methdds (NAMS): Alternatives to Animal Tasting

Location: =04 HQS Washington, DC bete 5 Time. JECEMbET 17, 2018
NMumbar of Attendens: 7{}{} 5 Foderat QQ @3‘{ Mon-Federal: §€3 @8?
Purpnse:

First Annual Conference on New Approach Methads {(NAMS): Alternatives to Animal Testing
~The goals of the conference are to learm about advancss in the NAMs field; to provide a
common understanding of the state of the science in the development of NAMs; to explore
approaches o developing scientific confidence: and to set axpectations in the performance
of NAMSs relative to existing animal modals. This is a event supported and attended by
EPA's Administrator.

Expursgs: Cniantity Unit Cost Bricg

Facility

Sugdio Visual Squipment

Rotm Satup Costs

Teaved {Provide vost for ol EPA attendees including tudging, trans,, ser diem, gt} ) $ 8,000.00

EP& Funded Travel for Non-EP& Altendees % 3 6,5{3{30{}
®

Confarence Plannng Contracts 1 $ 5&@@&@@

Facilitation and Note Taking Contragis

Pramnotionat o0 Conmmemerative tems [Frovigs an stiachment with details)
5 4

Rupshes and Materials

Cther {Frovide an attachment with Details) Conference refreshments $ 4,000.00

* Caordract will provide oonferance Ingistival support, travet suppan for invited speakens, 3nd & aEnmAry reset

Tatai] $ 69,000.00

Suestions {to be filled sut by emplovee providing recorsmendation to ABTRAY

Is EPA spare or other government space available? {circle answer} Yo #o
is all of the spending necessary and reasonahbie? ‘ias {:} Ko
Do il aspects of the evant positively represent EPS 1o the public? ‘fas !‘Z} o
Doex this event advance or suppon EPA’s mission? ¥is Mo

Recommendar (Print Nzmey, Elzabeth Blackburn, Chief of Staff, ORD Date:

Hecommendor Apgraval:
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Assistant Administrator or Regional Administrator Approval

{ hereby cartify that:

1. Al spending for this event bs apprapriate and in support of program goals; angd

2. &% spending is necessary and reasonable.

Jennifer Orme-Zavalela

assistant Adminigirator or Regioral Administrainr{Print Nameh

B

e

Assistant Administrator or Regiona! Admunistralor Approvals | ¥

A B Lo | 519

if reguest is above 3&&3@5&8& puty Administrator must approve,

Depuly Adrministrator Approval SO OO T oo T O T T T oo oSO — s

Adsiristrator Approval If the request is over 100,000,

This Farm must e submitied with your procurernent package for space rental. This fasm st be maintained as pert of the official sontract, order, or
pusrchase cwdd e, A copy of this signed form must e sent w confersnce@eps.gov for periodic analysis, reporting and routing for Dagraly

£pa Form 5170 {Last Undaied 572013
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e e

First Annual Conference on New Approach Methods {NAMS) Alternatives to Animal Testing

S0 v iere e et Wlis ceeiiins s

EPA-HOs Washington, DO- December 17, 2018

EPA Funded Travel for EPA Attendess

s done ol the B0 NS it an

# EPA Employens Role i the fverg Laboratory, Canter, or Office Sty Station Ewent Location
3 TYRD EPA siaff Fartivipant CEMBM RYB, WO Washington, DO
2 ITBD EPA gtaff Partizipant LEMM R, WO i

3 1TRD EPA staff Participant CERAR RIE N i

4 ITBD FPA staff Partitinant CERRY RYP, ML Washington, B
5 ITBE EPA staff Particinant CEMBA RYP, NE Washington, DO
£ ITRE EPA staf Partivipunt CEMBA RYP, NC Washington, 00
7 ITRIIEPA staff Fantivipant LEMM RTE, NC Washington, DU
BITED £PA sepf Farticipant CERM RPN Washingron, DU
y |0 EPA Reglanalstiente | cipane e Chivago, i, Washington, DT

Lyson
Document Toted Covt Extimate of 888 8 v Travsd on EP& Porm 519

EPA Funded Travel for Non-EPA Attendess

Facliity, Audia/Visual, Room Set-up, Conferance Planning Contracts, Favilitation/Note Taking Contracts, ang Supply and Material Costa

# Hon-EPA Attendse Rusle at the Bvant rganization Traveling From Evant Location
1 i0avid Dorman Spmaker N State University, BE Raliegh, NC Washingtan, BU
2 {hvan Bosyn Speaker Taxas ARM University Corpus Chrigtie, T8 Washington, U
3 {Dan Krawekd Speaker Unbvarsity of Ottawa, CA Ottaws, (A Washington, C
4 1Kim Boshstheide Speaker Brown University, Rl Providence, R Washington, ¢

Lensurnent Total {ovt Sxtimots of & £ 4b

Travel on §88 Farm 3176

Bovwrners Torsl Doat bvtimate of Parh Oatogory on §P4 Form 5198

# Yendor Name Type of Supplies/Sendces Yendor Lovation Proqurermernt Mechanism fvent Location
1 Conbarence support Pisea Washington, BT
3 Rafroahmmms PR Washingion, 10

Page L of 3
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Agenda
B30 am ~ %30 am Registration

&30 am ~ 9:45 am Welcome Alex Dunn (EPA)

248 am ~ 10:00 am Charge to the Group Andrew Wheeler (EPA)
Establishing B aselines for Animal Use at EPA and Opportunities for R

10:00 am - 10:20 am Retrospective analysis of the statutory TBD, OCSPP (EPA)

requirements, study requests, and
research utilization in OCSPP and ORD

Establishing Expecta ity and Relevance of Current Animal Tests
120 am ~ 10:40 am Concordance of the toxicity of Thomas Monticello (Amgen)
pharmaceuticals in animals and human ar Doug Keller (Sanofi-
Aventis)
140 am ~ 11:00 am Variahility of animal studies for acute Nicole Riginstreusr
toxinity, skin sensitization, and {NICEATM)

mechanistio responses
1100 am ~ 11:20 pm Qualitative and quantitative variability of TED, ORD (EPA)
repeat dose animal toxicity studies
Lunch Break
11:20 pm - 12:20 pm Lunch

State of the Science in Development and Application of Alternatives

12:20 pm - 12:40 pm Application of NAMs for quantitative Tara Barton-MclLaren {Health
screening level risk decisions Canada)

1240 pm -~ 100 pm Development and application of in vitre TBD (ERA)
methods for evaluating respiratory
rritants
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2:20 pm - 2040 pm

2:40 pmy - 3:00 pm

300 pm o~ 4130 pm

3:00 pm - 4:30 pm

200 om ~ 430 pm

4:30 pry - 5:00 pm
5:00 pm - 530 pm

Developing Scientific Confidence in NAMs

New Approaches to Validation and

Characterizing Performance of NAMs
Broak
Breakout Discussions

Breakout Group #1 - Expectations on
variability and Relevance of Current
Animal Tests

Breakout Group #2 - State of the Soience
in Development and Application of
Alternatives

Breakout Group #3 - Developing
Spientific Confidence in NAMs

Report Gut

Closing remarks

Additional information
Add additional instructions or comments here.

Warren Casney (NICEATM}

David Dorman (NCSU)
Dan Krewski (UG

Mel Andersen (Soitovation)
wan Rusyn {TAMLU

Patience Browne (OECD)
Kim Boskelhaide (B

Rapporieurs

lennifer Orme-Zavalets (EPA
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PERFORMANCE WORK STATEMENT
CONTRACT NO, 68HERC19D0003
TO- (FO-D0*)

TITLE: Support to the 2619 US EPA First Annual Conference on New Approach Methods: Alternatives
to Animal Testing

Specify Section & Paragraph SOW: E2, Risk Assessment Support: Administration and Technical Support for
Meotings

PERIOD OF PERFORMANCE: CO award 1o Siv months |
L PURPOSE

The purpose of this task order is to provide services to the U.S. Frivironmental Protection Ageney's (hereinafter
EPA or Agency) for administrative and technical support to the 2018 US EPA First Annual Conference on
New Approach Methods (NAM): Alternatives fo Animal Testing, to be hosted at an EPA facility in
Washington, O the week of December 16, 2019, Conference attendance is expected 10 be about 150 attendees.

The desired goals of the invitation-only conference are the following:

Learn about advances in the NAMs field

Provide & common understanding of the state of the science in the development of NAMs
Explore approaches to developing scientific confidence

et expectations in the performance of NAMs relative to existin ¢ animal models

& ¥ @ %

The task order has two major components: (1) the preparation for the two-day conference o take place in EPA
space in Washington, DC; and (2) onesite technical support during the 2-day conference.

ILBACKGROUND

Over the past several years, the Agency has made significant efforts to reduce, replace, and refine its anmimal
tosting requirements, and will continue to lead the way among the federal agencies. BPA OCSPP and ORD
have been tasked o identify additional opportunitics to take accountable steps o sigmificantly reduce {and
eventually climinate) the number of mammals used in testing to meet the 2025 and 2035 goals set forth in the
EPA Administrator September 10, 2019 memorandum,. In addition, the advent of new approach methods
(NAMs) for generating safety information on chermicals provides an opportune time 1o take stock of what
chemical risk assessments could look lke in the 218 century. To modernize risk assessment, there is a need o
demonstrate how the data and tools can be incorporated into future risk assessments, in particular for chemicals
with limited information.  These advances come as the modernization of the Toxic Substances Control Act, the
review of the European chemicals management law, the next phase of the Canadian Chemical Management
Plan, and many international chemical managerment policies and laws, have escalated the need to enable sharing
of data and knowledge across this regulatory landscape.
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The 2019 US EPA First Annual Conference on New Approach Methods: Alternatives to Animal Testing will
be by invitation only with a cross-sectional mix of stakeholders and scientific experts. The purpose of this two-day
conference is 1o engage a cross-sectional mix of EPA stakeholders and scientific experts in a dialogue about using
new approach methods to evalnate chemicals for potential health effects. The first day of the conference witl
include a group of invited stakeholders and appropriate EPA staff. The conference will consist of presentations by
scientific experts from cutside and inside the Ageney - with the vast majority being from outside — to inform
attendees and the general public on advances in the NAMs field. Speakers will present on the state of the scignce in
NAMs related to the development of new models, overcoming technical and social barniers, and advances tn data
analysis and computational modeling to better extrapolate effects on human health.

The second day of the conference will be for EPA personnel only to compile the nformation gathered during
the first day and discuss next steps. The EPA workgroup is preparing a draft agenda for the conference as well
as a list of invitees and potential speakers and will share these documents with the contractor when they are
ready. The workgroup is planning on having 4 closed-door workshop for EPA personnel the day after the
conference to compile information and discuss how 1o align Agency offorts on alternative testing and
implement the US EPA Administrator’s September 19, 2019 memorandur.,

L STATEMENT OF WORK

Task 1: Fatablish Communication

Within 3 days of award of this TO, the Contractor shall schedule a conference call (not to exceed | hour) with
the TO-COR, ALT TO-COR. and appropriate contractor staff to clarify outstanding guestions and confirm the
schedule and specific tasks,

Task 2: Staffing Plan, and Quality Assurance Project Plan (QAPP)

The Contractor shall prepere a Technival Work Plan in response to the Contracting Officer’s RFP describing
fow the work outlined in this Performance Work Statement will be performed, including deliverables, a
schedule, budget, and level of effort, The Contractor shall also prepare a Staffing Plan, which shall be submitted
as part of the RFP, which shows assigned personnel by task and the qualifications of the proposed personnel.
The Contractor shall provide expertise in administrative and technical support tw a conference,

Task 3: PRE-CONFERENCE PREPARATION

Task 3.1. Securing Hotel Block of Rooms:

The contractor shall find and reserve a hotel near the EPA Washington DC location during the week of
December 16, The Contractor shall secure a block of rooms at the hotel at the government rate for
participants traveling to the conference. Preference should be given o a hotel within walking distance
of the Washington DC location or close to a metro station. The Contractor shall work closely with the
EPA TO-COR in selecting the conference hotel(s}).

Task 3.2, Pre-registering Conference Participants:

The Contractor shall work with the necessary EPA web and IT personnel in developing an EPA based
{mobile-fiiendly) conference registration websiie, At the very least, the website shall include a pra-
registration page that contains information on botel block of reserved rooms, and other pertinent
logistical information. Upon receipt of a registration request, the Contractor shall ensure the person

3
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requesting registration is on the list of invitees as provided by the EPA TO-COR, If not, the Contractor
shall contact the TO-COR on whether to accept or decline the registration. The Contractor shall confirm
a suceesstul registration with the registrant or let the registrant know if the registration cannot be
accepted.

The Contractor shall provide a list of pre-registrants, by way of 4 spreadsheet or other di gital means, 4
weeks prior to the conference, and again beginning cach week thereafter until the start of the con ference,
unless there were no new pre-registrants added during that period.

Task 4: CONFERENCE SUPPORT

Task 4.1 On-site Technical Support duving Conference (e.g. Coordination with speakers,

securing on-site Audio/Visual, I'T support:

= The contractor shall attend the conference in-person, provide administrative and technical
support for the duration,

*  The contractor shall, when given a list of potential speakers, moderators, key audience members
and other audience categories, obtain their appropriate power point presentations and organize
these presentations in an appropriate manner to be ready to load onto EPA computers at the
conference. The contractor will confirm moderator participation cooperation with the TO-
COR

*  The contractor shall coordinate with EPA facility lead to ensure that all equipment needed at the
meeting is available, to include microphone equipment, laptop computers, efc., as needed and
specitied by the EPA TOCOR.

*  The contractor shall siaff a registration table each day of the meetin g and shall provide 1able tents
and name badges of participants. The contractor shall also photocopy additional sets of handouts
and materials as may be required during the course of the conference, on a fast furnaround basis,
as requested by the EPA TOCOR.

*  The contractor will facilitate conference presentations, record discussions, action itoms, and
decisions,

*  The contractor shall set up and manage the webinar and troubleshoot any issues related to the
webinar during the conference. The contractor shall also monitor webinar activity and questions
for the duration of the meeting,

*  The contractor shall deliver to the EPA TOCOR any materials not distributed at the meetin gor
materials left behind by participants within two working days after the mecting,

Task 3: CONFERENCE REPORT
= The contractor should summarize conference proceedings and distill discussion items as well as
nexl steps.
¢ The contractor should sunumarize the proceedings for both davs of the conference and provide
the report to EPA following the conference.
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IV, ANTICIPATED DELIVERABLES

Al products by the Contractor must be of high quality, written in a clear concise style, with a logical
arganization and presentation. Deliverables shall be provided to EFA in eloctronic formats compatible with
EPA-supported seftware e.g., MS Office 2013 (or later) spreadsheets and documents.

V. DELIVERABLES AND SCHEDULE

Task 1. Initial Conferepce Call 3 days after award of Task ovder
Task 2. Work, Staffing Plan 20 days after award
Task 3. Secure Hotel for lodging 24 days after award
List of Registranis 4 weeks prior to conference and weekly up to conference date
Task 4. 1% draft of Notes of proceedings 7 davs after end of conference
Final vorsion of MNotes 5 days after TOCOR approval of draft

Note: All days are calendar days,

VI MANAGEMENT CONTROLS

| Al defiverables shall be reviewed for conformance to the requirements of this task order before being
approved as final.

ind

The contractor shall comply with other applicable requirements for final task order reports stipulated m
contract.

VIL NOTICE BEGARDING GUIDANCE PROVIDED UNDER THIS PROJECT

Cuidance is strictly limited to technizal and analytical support. The contractor shall not engage i activities of
an inherent governmental nature such s the following:

{1} Formulation of Agency policy
{2y Selection of Agency priorities
(3} Development of Agency regulations

Should the contractor receive any instruction from an EPA staff person that the contractor ascertains to fall into
any of these categories or goes beyond the scope of the contract ot fask order, the contractor shall immediately
contact the PO, TO-COR or CO.

VL SPECIAL CONDITIONS AND ASSUMPTIONS

The contractor shall hold a conference call with the EPA TO-COR at the initiation of the fask order, and shall
provide a bi-weekly update to the TO-UOR by telephone for the duration of the task order, i addition 1o the
standard reporting requirements of the contract.

X EPA CONTACT INFORMATION
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Caopes of all correspondence pertaining 1o the performance of this task order shall e sent to the PG

Fask order Manager (TO-CORY:

Monics Linnenbrink
LS EPA, ORIVCUTE
Research Triangle Park
Durham NC
919.541-1522

Aldtomate TOLCOR-

25
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